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Date: April 26, 1996
From: David B. Katague, Ph.D

To: NDA 20-676 File
Subject: Vagistat-1 ( tioconazole 6.5%) Vaginal Ointment

On November 10, 1995, Bristol-Myers Products submitted a
supplemental application to NDA 19-355 for over-the-counter
mar¥eting of Vagistat Vaginal Ointment for the treatment of
vulvovaginal candidiasis. For adminstrative and tracking
purposes, the supplement has been converted to a new NDA 20-676.

The CMC section of this NDA is the same as NDA 19-355 which was
approved on December, 1986. There are no changes in the
formulation, specifications, analytical methods, manufacturing

and packaging procedures.

Please refer to the above mentioned NDA for CMC information and
review. A new chemist's review is not required.

David B. Katague, PH.D.
Review Chemist

Concurrence: 7
HFD-830/SBRoy/Team Leader .
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2 Memorandum

Date * QOctober 2, 1996

From David B. Katague, Ph.D.
Review Chemist, HFD-520

Subject Vagistat-1 (tioconazole) Vaginal Ointment, 6.5%
Change of Marketing Status from Rx to OTC

To NDA 20-676 File:

The CMC section of this NDA is the same as the approved NDA
18-355. There 1is no change in the formulation, specifications,
analytical methods, manufacturing or packaging procedures.
Please refer to NDA 19-355 for CMC reviews. A new chemist’s
review is not required.

David B. Katague, Ph<D
Review Chemist

Concurrence:
HFD-830 BBDunn/Deputy Director, DBNDCIII
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Memorandum

October 2, 1996

David B. Katague, Ph.D.
Review Chemist, HFD-520

Vagistat-1 (tioconazole) Vaginal Ointment, 6.5%
Change of Marketing Status from Rx to QTC

NDA 20-676 File:

The CMC section of this NDA is the same as the approved NDA

19-355. There is no change in the formulation, specifications,

analytical methods, manufacturing or packaging procedures.
Please refer to NDA 19-355 for CMC reviews. A new chemist’s

review 1s not required.

David B. Katague, PhY/D
Review Chemist

Ceoncurrence:
HFD-830 BBDunn/Deputy Director, BNDCIII
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